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QO (54) Title: MOLECULES FOR DIAGNOSTICS AND THERAPEUTICS 
fS 

(57) Abstract: The present invention provides purified human polynucleotides for diagnostics and therapeutics (dithp). Also en- 
J compassed are the polypeptides (DITHP) encoded by dithp. The invention also provides for the use of dithp, or complements, 

oligonucleotides, or fragments thereof in diagnostic assays. The invention further provides for vectors and host cells containing 
Q dithp for the expression of DITHP. The invention additionally provides for the use of isolated and purified DITHP to induce andbod- 

ies and to screen libraries of compounds and the use of an ti -DITHP antibodies in diagnostic assays. Also provided are micro arrays 

containing dithp and methods of use. 
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The amendments may only be filed with the International Bureau and not with the receiving Office or the 
International Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been/is filed, see below. 



How? Either by cancelling one or more entire claims, by adding one or more new claims or by amending the text of 

one or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims is required. In all cases where claims are renumbered, they must 
be renumbered consecutively (Administrative Instructions, Section 205(b)). 

The amendments must be made in the language in which the international application is to be published. 



What documents must/may accompany the amendments? 
Letter (Section 205(b)): 

The amendments must be submitted with a letter. 

The letter will not be published with the international application and the amended claims. It should not be 
confused with the "Statement under Article 19(1 )" (see below, under "Statement under Article 19(1 )"). 

The letter must be in English or French, at the choice of the applicant. However, if the language of the 
international application is English, the letter must be in English; if the language of the international application 
is French, the letter must be in French. 
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NOTES TO FORM PCT/ISA/220 (continued) 



The letter must indicate the differences between the claims as filed and the claims as amended. It must, in 
particular, indicate, in connection with each claim appearing in the international application (it being understood 
that identical indications concerning several claims may be grouped),whether 

(i) the claim is unchanged; 

(ii) the claim is cancelled; 

(iii) the claim is new; 

(iv) the claim replaces one or more claims as filed; 

<v) the claim is the result of the division of a claim as filed. 



The following examples illustrate the manner in which amendments must be explained in the 
accompanying letter: 

1 . [Where originally there were 48 claims and after amendment of some claims there are 51]: 
"Claims 1 to 29, 31 , 32, 34, 35, 37 to 48 replaced by amended claims bearing the same numbers; 
claims 30, 33 and 36 unchanged; new claims 49 to 51 added." 

2. [Where originally there were 15 claims and after amendment of all claims there are 1 1J: 
"Claims 1 to 15 replaced by amended claims 1 to 1 1 ." 

3. [Where originally there were 14 claims and the amendments consist in cancelling some claims and in adding 
new claims]: 

"Claims 1 to 6 and 14 unchanged; claims 7 to 13 cancelled; new claims 15, 16 and 17 added." or 
"Claims 7 to 1 3 cancelled ; new claims 15,16 and 1 7 added; all other claims unchanged." 

• 4. [Where various kinds of amendments are made]: 

"Claims 1-10 unchanged; claims 1 1 to 13, 18 and 19 cancelled; claims 14, 15 and 16 replaced by amended 
claim 14; claim 17 subdivided into amended claims 15, 16 and 17; new claims 20 and 21 added." 



"Statement under article 19(1)" (Rule 46.4) 

The amendments may be accompanied by a statement explaining the amendments and indicating any impact 
that such amendments might have on the description and the drawings (which cannot be amended under 
Article 19(1)). 

The statement will be published with the international application and the amended claims. 
It must be in the language in which the international application is to be published. 

It must be brief, not exceeding 500 words if in English or if translated into English. 

It should not be confused with and does not replace the letter indicating the differences between the claims 
as filed and as amended. It must be filed on a separate sheet and must be identified as such by a heading, 
preferably by using the words "Statement under Article 1 9(1 )." 

It may not contain any disparaging comments on the international search report or the relevance of citations 
contained in that report. Reference to citations, relevant to a given claim, contained in the international search 
report may be made only in connection with an amendment of that claim. 



Consequence if a demand for international preliminary examination has already been filed 

If, at the time of filing any amendments and any accompanying statement, under Article 19, a demand for 
international preliminary examination has already been submitted, the applicant must preferably, at the time of 
filing the amendments (and any statement ) with the International Bureau, also file with the International 
Preliminary Examining Authority a copy of such amendments (and of any statement) and, where required, a 
translation of such amendments for the procedure before that Authority (see Rules 55.3(a) and 62.2, first 
sentence). For further information, see the Notes to the demand form (PCT/I PEA/401 ). 



Consequence with regard to translation of the international application for entry into the national phase 

The applicant's attention is drawn to the fact that, upon entry into the national phase, a translation of the 
claims as amended under Article 1 9 may have to be furnished to the designated/elected Offices, instead of, or 
in addition to, the translation of the claims as filed. 

For further details on the requirements of each designated/elected Office, see Volume II of the PCT Applicant's 
Guide. 
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ENT COOPERATION TREATY 



PCT 



Applicant's or agent's file reference 

PT-1066 PCT 



INTERNATIONAL SEARCH REPORT 

(PCT Article 1 8 and Rules 43 and 44) 



FOR FURTHER see Notification of Transmittal of International Search Report 
ACTION (F ° rm PCT/ISA/220) as we " as * where applicable, item 5 below. 



International application No. 
PCT/ US 00/25643 



International filing date (day/month/year) 

19/09/2000 



(Earliest) Priority Date (day/month/year) 

23/09/1999 



Applicant 



INCYTE GENOMICS, INC. et al . 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 



. sheets. 



This International Search Report consists of a total of 5 

I I It is also accompanied by a copy of each prior art document cited in this report. 



1 . Basis of the report 



2. 
3. 



a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

I i the international search was carried out on the basis of a translation of the international application furnished to this 

Authority (Rule 23.1(b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing : 

|X| contained in the international application in written form. 

[X] filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

I | furnished subsequently to this Authority in computer readble form. 

I I the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

I I the statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished 



| | Certain claims were found unsearchable (See Box I). 
|~X~| Unity of invention is lacking (see Box II). 



4. With regard to the title, 

PC] the text is approved as submitted by the applicant. 

| | the text has been established by this Authority to read as follows: 



5. With regard to the abstract, 

[X] the text is approved as submitted by the applicant. 

i I the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
within one month from the date of mailing of this international search report, submit comments to this Authority. 

6. The figure of the drawings to be published with the abstract is Figure No. 

| | as suggested by the applicant. 
| j because the applicant failed to suggest a figure. 
I | because this figure better characterizes the invention. 



| J None of the figures. 



Form PCT/ISA/210 (first sheet) (July 1998) 



INTERNATIONAL SEARCH REPORT 



'national application No. 

PCT/US 00/25643 



Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 



This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 
1. I I Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



2. \ | Claims Nos.: 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 



3. \^} Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 

see additional sheet 

1 . I I As all required additional search fees were timely paid by the applicant, this International Search Report covers 
' 1 searchable claims. 



all 



2- |^] As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 
of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
1 1 covers only those claims for which fees were paid, specifically claims Nos.: 



4 - G(] No rec l uired additional search fees were timely paid by the applicant. Consequently, this International Search Report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 

1-19 (all partially) 



Remark on Protest The additional search fees were accompanied by the applicant's protest. 

| "| No protest accompanied the payment of additional search fees. 
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FURTHER INFORMATION CONTINUED FROM PCT/ISA/ 210 



This International Searching Authority found multiple (groups of) 
inventions in this international application, as follows: 

1. Claims: 1-19 (all partially) 

Invention 1 

Isolated polynucleotide comprising a polynucleotide sequence 
with Seq.ID 1, methods, compositions and microarrays using 
said polynucleotide, as well as a recombinant polynucleotide 
comprising a promoter sequence operably linked to Seq.ID 1 
and a cell and a transgenic organism comprising such a 
recombinant polynucleotide, a purified polypeptide encoded 
by Seq.ID 1, a method of producing such a polypeptide, an 
antibody which specifically binds to this polypeptide as 
well as methods of identifying a test compound using this 
polypeptide. 



2. Claims: 1-19 (all partially) 
Inventions 2-71 

Isolated polynucleotide comprising a polynucleotide sequence 
with Seq.ID 2, methods, compositions and microarrays using 
said polynucleotide, as well as a recombinant polynucleotide 
comprising a promoter sequence operably linked to Seq.ID 2 
and a cell and a transgenic organism comprising such a 
recombinant polynucleotide, a purified polypeptide encoded 
by Seq.ID 2, a method of producing such a polypeptide, an 
antibody which specifically binds to this polypeptide as 
well as methods of identifying a test compound using this 
polypeptide. 



.idem for Seq.IDs 3-71 
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A. CLASSIFICATION OF SUBJECT MATTER 

IPC 7 C12N15/00 C12N15/63 C07K14/47 C07K16/00 
G01N33/68 



C12Q1/68 



According to International Patent Classification (IPC) or to both national classification and IPC 
B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 

IPC 7 C07K C12Q 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practical, search terms used) 

EPO-Internal, WPI Data, PAJ, EMBL, MEDLINE, EMBASE, BIOSIS, CHEM ABS Data 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category ° Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



DATABASE EMBL [Online] 

ID/AC: AC08383, 4 August 1999 (1999-08-04) 

DOE JOINT GENOME INSTITUTE: "Sequencing of 

human chromosome 5" 

XP002167659 

abstract 

WO 97 33551 A (MILLENNIUM PHARMACEUTICALS) 
18 September 1997 (1997-09-18) 
the whole document 

WO 99 02724 A (MOUNT SINAI HOSPITAL CORP 
; BERNSTEIN ALAN (CA) ; CARUANA GE0RGINA () 
21 January 1999 (1999-01-21) 
the whole document 

-/- 



1-3 

4-19 
4-19 

4-19 



| X | Further documents are listed in the continuation of box C. 



0 



Patent family members are listed in annex. 



Special categories of cited documents : 

"A" document defining the general state of the art which is not 
considered to be of particular relevance 

"E" earlier document but published on or after the international 
filing date 

L" document which may throw doubts on priority ciaim(s) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 
"O" document referring to an oral disclosure, use, exhibition or 
other means 

"P" document published prior to the international filing date but 
later than the priority date claimed 



T" later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 

"Y" document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 

"&" document member of the same patent family 



Date of the actual completion of the international search 

17 May 2001 


Date of mailing of the international search report | 

1 & 08. 2001 j 


Name and mailing address of the ISA 

European Patent Office. P.B. 5818 Patentlaan 2 
NIL - 2280 HV Rijswijk 
Tel. (+31-70) 340-2040. Tx. 31 651 epo nl. 
Fax: (+31-70) 340-3016 


Authorized officer j 

Hagenmaier, S 
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P.X 



WO 99 46293 A (FU GANG ; ZHANG QINGHUA 

(CN); WANG YAXIN (CN) ; WU JISHENG (CN) ; 

SHA) 16 September 1999 (1999-09-16) 
the whole document 

WO 98 56951 A (ABBOTT LAB) 

17 December 1998 (1998-12-17) 
the whole document 

WO 98 25959 A (CHIRON CORP) 

18 June 1998 (1998-06-18) 
the whole document 

EP 1 033 401 A (GENSET SA) 

6 September 2000 (2000-09-06) 

Seq.ID 1363 (AC/ID:C01365) , claim 1, 71pp 

W0 01 02568 A (CHIRON CORP ;HYSEQ INC 
(US) ) 11 January 2001 (2001-01-11) 
See Sequence 2127, AC/ID AX071655 

WO 01 07611 A (BAKER KEVIN P ;GENENTECH 
INC (US); GODDARD AUDREY (US); WOOD WILLI) 
1 February 2001 (2001-02-01) 
See Sequence 416, AC/ID: AX079672 
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